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CHAPTER 2
PROCEDURES FOR COVWMERCI AL LABORATORI ES
Section |I. Validation Procedures
2-1. Initiation Procedures. A | aboratory validation will be

initiated after a commercial |aboratory successfully bids a
contract to support USACE HTRW response activities. A witten
request froma USACE TMCOR to the Coordinator initiates the

| aboratory validation process. A request format as shown in
Figure 2-1 or a menorandum with all information contained in
Figure 2-1 may be submtted to the Coordinator by mail or
facsimle, as follows:

U.S. Arny Corps of Engineers

ATTN: CEMRD- ED- EC (Laboratory Validation Coordinator)
HTRW Mandatory Center of Expertise

M ssouri River Division

12565 West Center Road

Omaha, Nebraska 68144-3869

Voi ce: (402) 221-7494
FAX : (402) 221-7403

2- 2. | npl enent ati on Procedures.

a. Upon receiving the l|aboratory evaluation request, the
Coordinator will inmmediately check the |aboratory’s current
val i dati on status. If the laboratory is currently validated by
the USACE for all project-required analytical paraneters and has
no performance problens noted, the Coordinator will notify the
USACE TMCOR in witing of the Commttee’s approval within ten
wor ki ng days. If the laboratory is not currently validated by
the USACE for all project-required analytical paraneters, the
Coordinator will immediately notify the USACE TM COR by phone and

initiate the |aboratory validation process.

b. The | aboratory validation process may take up to 12
weeks; therefore, the primary contractor and/or the USACE TM COR
should plan the project schedule to allow adequate tinme for
| aboratory validation and the USACE TM COR should submt a
request for evaluation to the Coordinator as early as possible.
The Committee shall also nmake a concerted effort to ensure that
the validation process is conpleted within the tinme franme
required by the project. Unl ess projects require specialized
chem cal analyses or a quick turnaround of |arge nunber of
sanples, normally a mnimal nunber of commercial |aboratories
shoul d be used for each contract and be requested for validation.
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TGO CEMRD-ED-EC FROM DATE: / /

SUBJECT: REQUEST FOR EVALUATI ON OF COMVERCI AL LABORATORY

Proj ect Nane:

Locat i on: State:
Contract No: Type: POL TANK REMOVAL:  HTRW___
Program SF.__ FUDS:  IRP:__ AF(ACO:_____ OTHER:
Phase: PA/SI:  RI/SI: RD: RA: RFA . RFI : CMVB:

Approxi mate Sanpling Dates:
Project-Specific Sanple Turnaround Tine:

USACE Technical Manager:
Addr ess:
Phone: FAX:

A-E/ Contractor: State: _
Lab Nane:
Addr ess:
PQOC:
Phone: FAX:

Required analytical paraneters, nethods, and approxi mate nunber
of sanples to be taken for above project.

No. of No. of
PARAMETERS & METHODS LIQUD SAMPLES SOLI D SAMPLES
State or other |aboratory certifications that will be required

for this project:

Note: If the laboratory is planning to subcontract any samples to another laboratory or location, all of
these laboratories shall be evaluated separately. This format should be sent for verification of
laboratory status regardless of expiration date on the list of validated laboratories.

Figure 2-1 Laboratory Evaluation Request Format
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c. Athough three major sequential steps are involved in
the laboratory validation process, the actual steps required for
each |l aboratory, as determned by the Conmittee, may be
different, based on the follow ng guidelines:

(1) For commercial laboratories that have never been
val i dat ed under the USACE HTRW Program A full, three-step
| aboratory validation process conducted by the Commttee
representatives is required.

(2) For commercial |aboratories that have expired
| aboratory validation under the USACE HTRW Program Wen the
next contract is awarded to support USACE HTRW response

activities, a revalidation will be required. After considering
the use of the laboratory and the |aboratory’ s previous
performance, the Commttee wll determne which of the three
steps will apply to the revalidation process.

(3) For commercial laboratories that are currently
val i dated under the USACE HTRW Program Wen the |aboratory
obtains a new contract(s) to support USACE HTRW response
activities during its validation period, the capability and past
performance on USACE HTRW projects shall be verified by the

Conm ttee. If different analytes and/or matrices are involved in
the new contract(s), the |aboratory nust pass additional PE
sanples for those different analytes and/or matrices. I f past

performance has been satisfactory, the USACE TM COR w Il be
notified that no further actions are required and the |aboratory
is validated for all paraneters of the new contract(s);
otherwise, a full laboratory validation mght be required as
determned by the Conmttee on a case-by-case basis.

(4 For commercial laboratories whose validations m ght
expire while the |laboratories are working on ongoing projects: A
revalidation will be required if a USACE TM COR expects that an

ongoing project wll extend nore than six nonths beyond the

val i dation expiration date. The Conmittee will determ ne which
val idation steps are required for the revalidation process on a
case- by-case basis. If the conpletion of an ongoing project is

anticipated within six nonths after the expiration date, no
actions are required.

(5 For on-site nobile |aboratories: The same procedures
used for validation/revalidation of an off-site “fixed”
commercial |aboratory will apply to an on-site nobile |aboratory.
However, no PE sanples will be sent to a nobile |aboratory until

the nobile | aboratory is nobilized and settled down at the
project site. Due to the timng of PE sanple analysis and the
qui ck turnaround nature of nobile |aboratory, the |aboratory
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i nspection for an on-site nobile |aboratory can be coordi nated

W th project schedul e. The validation status of an on-site

nobil e | aboratory termnates if the |aboratory noves to a new

| ocation prior to the validation expiration date. After an
on-site nobile |aboratory is nobilized to a new |ocation, another

full laboratory validation is required. No |aboratory validation
is required for an on-site nobile laboratory that only perforns
field screening analysis, i.e., Level Il data quality.

(6) For commercial laboratories to be used for underground
storage tank renoval projects:

(a) For projects involving renoval of tanks, both
underground storage tanks (USTs) and aboveground storage tanks
(ASTs), that have been used only for storage of petroleum oils,
or lubricants (POL), there are two alternatives to the validation
process. These two alternatives apply only to predesign sanpling
of UST organic phase contents and soil sanpling during renoval.
They do not apply to investigations required by groundwater
contam nation or extensive soil contam nation.

Al ternative 1: State certified |aboratories nmay be used
wi thout USACE validation, if the state considers its
certification to be applicable to UST renoval. When this
alternative is selected, a docunent in the project file nust
identify the individual responsible for coordination with the
st ate.

Al ternative 2: The HTRW MCX wi |l conduct an abbreviated
| aboratory validation process if a USACE TM COR submts a request
for evaluation of conmercial |aboratory. The | aboratory mnust
submt its qualification docunents including |aboratory quality
managenent manual (LQVM and standard operating procedures (SOP)
for the required analyses to the Coordinator for review If the
| aboratory has been recently validated for the project-specific
anal ytical paraneters and has no performance problens wth USACE
projects, the laboratory nmay be exenpted from PE sanple anal ysis.

However, if performance problenms wth the commercial |aboratories
are noted, a full laboratory validation by the Commttee
representatives will be perforned.

(b) If alternative 2 is selected, an on-site inspection by
the Commttee representatives for POL UST/AST renoval projects is
general |y exenpt ed. The USACE division |aboratory that serves as
the project QA laboratory, the geographic district, and/or FQA
are encouraged to perform inspection per the protocols addressed
in this manual . If inspections are not conducted by the
Commttee representatives, the inspectors nust be trained and
certified by the Commttee prior to on-site inspections.
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The Conmmttee shall be kept fully inforned of these inspections
and will be free to send representative(s) to the inspections at
any tine. The same inspection approach and checklists as
described in this manual shall also be used by the “non-Conmttee
representative” inspectors.

(c) A commercial |aboratory validated for POL UST/AST
renmoval projects may not be used to support other HTRW projects
unless a full laboratory validation is perforned by the Commttee
representatives. A full laboratory validation will be required
for a UST/AST site investigation if |eaking tanks cause
groundwat er contam nation or severe soil contam nation. For
projects involving renoval of non-POL tanks that have contai ned
HTRW subst ances or wastes, a full |aboratory validation conducted
by the Commttee is required.

2- 3. | npl enentation Procedure Steps. A full [|aboratory

val idation involves three major sequential steps conducted by the
Commttee representatives. Ordinarily, each step in the sequence
is conpleted before the subsequent step is initiated.

a. Step 1: Review of Qualification Docunents.

(1) The Coordinator will inform a commercial |aboratory by
phone or mail of the upcom ng |aboratory validation and request
for review copies of the |aboratory's qualification docunents,

i ncluding generic LQW and other appropriate docunents such as
SOPs, | aboratory certificates, etc. The | aboratory shall submt
the required docunents within five working days of the request.

If the laboratory does not have a LQW USACE will not pay for
the preparation of this docunent. The submttals should provide
appropriate information (including personnel, facilities,

i nstrunentation, SOPs, Q¥ QC policies, etc.) for the Conmttee to
eval uate and assess the | aboratory’s technical capabilities on
the project-required chem cal analyses.

(2) Upon receiving the qualification docunents, one of the

commttee nenbers will be designated to conpare the |aboratory’s
i n-house technical capabilities with the project requirenents.
Wthin two working days, the designee will verbally convey the
results of this conparison to the Coordinator. If the conparison

identifies deficiencies, the Coordinator or designee shall:
imedi ately contact the |aboratory to verify the deficiencies;
coordinate any followup actions; and verbally notify the USACE

TM COR of the problens. If deficiencies are verified, the
Coordi nator or designee shall present the findings to the
Commttee and reconmend termnation of the validation. Upon
approval by the Committee, the Coordinator shall imediately

issue a followup letter to notify the USACE TM COR and the
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commercial |aboratory of the problens, the Commttee's decision
of termination of the validation process, and the need for

sel ection of another |aboratory. If it appears that the
capabilities of the laboratory are adequate to neet the project
requirements, the Coordinator shall imediately nail the

followi ng docunents to the laboratory for information and action,
and step 2 will be initiated.

- Information for Commercial Analytical Chemstry
Laboratories Undergoing Validation by the US. Arny
Corps of Engineers (Appendix O,

- Qui delines for Analyzing and Reporting Performance
Eval uation Sanples fromthe US. Arny Corps of Engineers
(Appendi x D), and

- Prelimnary Questionnaire for the US. Arny Corps of
Engi neers Validation Program for Analytical Laboratories

(Appendi x E).

(3) The laboratory shall conplete and return a copy of the
conpleted prelimnary questionnaire within ten working days from
the date of receipt.

b. Step 2: Analysis of PE Sanples.

(1) The Coordinator will arrange to have PE sanples sent
to the |aboratory for analysis. Project-specific PE sanples are
mandat ory and nust be passed. In addition to project-specific PE

sanples, the laboratory may volunteer for validation of

addi tional paraneters by requesting non-project-specific PE

sanpl es. The cost for the first set of project-specific PE
sanples will be covered by the USACE HTRW program managemnent

f unds. However, for any additional sets or any non-project-
specific PE sanples, the laboratory will be responsible for the
expense of PE sanples which ranges from $100 to $300 per nethod,
per matrix, and per shipnent. Appendix F shows the fee schedul e,
which is subject to annual review and adjustnent w thout notice
to reflect currency value fluctuations or changes in program
adm ni stration costs, for PE sanples available from the USACE. A
commercial l|aboratory is not reinbursed for costs involved in the
anal ysis of the PE sanpl es.

(2) If a nonstandard anal ytical nethod or a nodified
standard analytical method is required, the |aboratory shall
submt its in-house SOP and nethod validation data (including
net hod detection limts, precision, accuracy, QC limts,
chromatograns, etc.) to the Coordinator for review and approval.
PE sanples for a nonstandard or a nodified standard nmethod wil|

2-6



EM 200-1-1
1 Jul 94

only be sent after the Commttee has reviewed and approved the
met hod. PE sanples for validation of a nobile |aboratory shall
only be sent after the |laboratory is nobilized to the project
site and all instruments are calibrated. The Conmittee nay
request instrunment calibration data for review prior to shipping
PE sanples to a nobile |aboratory.

(3) Analysis of PE Sanples.

(a) In general, the PE sanples are nethod- and
mat ri x- speci fic. A commercial |aboratory may not subcontract PE
sanples to another | aboratory. A commercial |aboratory nust use
project-required analytical nethods for analyses of all
project-specific PE sanples unless otherwise instructed by the
Coordinator. The sources of analytical nethods usually required
for USACE HTRW projects, and therefore for the PE sanple
analysis, in a preferential order are as foll ows:

- Test Methods for Evaluating Solid Waste, SW846 (Third
Edition, Revision 0, Septenber 1986; Revision 1, July
1992; or the nost recently pronul gated revisions.)

- Statenents of Wrk for Organics Analysis, lnorganics
Analysis, and Dioxin Analysis, (USEPA Contract
Laboratory Program Docunent Nunber COLMD2.0, |LM3.O0,
DFLMOL. 0, and the nobst recent revisions.)

- Methods for Chemical Analysis of Water and WAstes,
EPA- 600/ 4- 79- 020 (Revi sed March 1983 or the nost
recently pronul gated revisions.)

- Mthods for the Determnation of Oganic Conpounds in
Drinking _Water., EPA-600/4-88/039 (Decenber 1988 or the
nost recently pronulgated revisions.)

- O her standard and published nmethods of the nobst recent
versions from USEPA, Anerican Society for Testing and
Materials (ASTM, Anerican Public Health Association,
American Water Wirks Association, Water Pollution
Control Federation, United States Ceol ogical Survey
(USGS), National Institute for GCccupational Safety and
Health (NI CsH), Departnent of Energy (DOCE), etc.

(b) The paraneters and commonly required nethods for PE
sanpl e anal yses are listed in Appendix F. Any changes or
nmodi fications in analytical nethods for PE sanples nust be
preapproved by the Committ ee. Use of nonstandard or nodified
standard anal ytical nethods w thout a proapproval from the
Conmittee may result in failure of PE sanple analysis.
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(c) PE sanples will be prepared and sent out from reliable
suppliers by overnight express delivery. Al PE sanples shall be
preserved and shipped according to USACE, USEPA, and DOT
regul ati ons and gui del i nes. Ful | chain-of -custody shall be
mai ntai ned for each shipnment of PE sanples. The anal ytica
| aboratory of Waterways Experinment Station (WES) in Vicksburg,

M ssissippi, and the Mssouri River Division Laboratory (MRDL) in
Omaha, Nebraska, are currently two of the major USACE PE sanple
suppl i ers. Qui dance for PE sanple suppliers including WS, MRDL,
and commercial vendors on PE sanple preparation, handling, and
validation are described in Appendix G The general ui del i nes
for PE sanple analysis and reporting by a comerci al ?aboratory
are described in Appendix D. Special sanple-specific
instructions for PE sanple analysis will be provided by PE sanple
suppliers on the chain-of-custody docunent enclosed in each PE
sanpl e shipnment. Any questions on PE sanple anal yses should be
directed to the Coordinator. A commercial |aboratory shall also
conduct all nethod-specific QC anal yses which include but are not
l[imted to nethod blank, replicate, matrix spike, matrix spike
duplicate, and surrogate spike. | f the anmount of materia
constituting the PE sanples is not enough for all QC anal yses,

the QC anal yses shall be perfornmed on spiked reagent water.

(4) Reports of PE Sanple Results.

(a) A comercial |aboratory shall report the
concentrations of all target analytes listed in the required
anal ytical nethods, including estimted values and the
guantitation limts for target analytes not detected. The
guantitation limt of each analyte nust neet or be |less than
those specified in the nethod for the particular matrix. Except
for petrol eum hydrocarbons PE sanples, all soil/sedinent PE
sanpl e anal yses shall be reported on a dry-weight basis along
with percent noisture. For petrol eum hydrocarbons PE sanples,
the results shall be reported on an “as-received” basis (i.e., no
correction should be made for noisture content). Nei t her shoul d
any data be corrected for spike recoveries nor for any
contamnation found in trip blank or |aboratory’s nethod bl ank.

(b) Al nethod-specific QC data associated with the PE
sanpl e anal ysis, including nethod blank, replicate analysis,
spi ke recovery, etc., shall be reported. Witten reports of all
PE sanple analyses are to be received by the PE sanple suppliers
within 20 working days after receipt of the sanples. For
projects requiring quick turnaround for field sanple analyses,
the turnaround tinmes for the PE sanples may be reduced. For
exanple, due to the often short lead-tine and the quick
turnaround nature of nost UST renoval projects, the turnaround
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time for PE sanple analysis needed for UST renoval projects wll
range from five to ten working days depending on the nunber of
parameters required. Failure to analyze the PE sanples correctly
and within the required time frane may result in term nation of
the validation process. An additional copy of all PE sanple
reports shall be sent to the Coordinator for review Upon
request by the Coordinator, a commercial |aboratory shall also
submt for review all raw data including sanple preparation and
run logs, calibrations, chromatograns, calculations, etc. A
conmmercial laboratory may use its standard data package to report
PE sanple results; however, the data package shall be
sequentially nunbered and contain, as a mnimm the follow ng

i nformati on:

- Tabl e of contents.

- A case narrative including problens encountered with PE
sanpl e anal ysi s.

- A chai n-of -custody report.
- Sanpl e preparation information.

- Anal ytical results for all target analytes plus nethod
citations and quantitation limts.

- Sunmmary of method-specific QC results for assessnent of
preci sion and accuracy.

- Phone conversation records on major issues related to PE
sanpl e anal ysi s.

(c) Failure to submit the requested information within a
required tinme frane will be considered as non-responsive and may
result in termination of the validation procedure. It is the
| aboratory's responsibility to keep the Coordinator inforned
early of any problens with PE sanple analyses that would affect
the return of results within a required tine frane.

(5) Evaluation of PE Sanple Results.

(a) After receipt of PE sanple data reports, the PE sanple
suppliers should imediately evaluate the analytical data quality
based on statistically established confidence limts and
general ly accepted QC indicators for accuracy and precision. The
PE sanple results will be conpared in the follow ng nanner

- with the prepared concentrations of PE sanples that are
used as the absolute recovery conparators, and
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- with the statistical nmean and standard deviations
reported by a group of referee and/or peer |aboratories.

(b) The general acceptance limts for analyte quantitation
will be established statistically at the 95 percent confidence
based on referee |aboratories and/or peer group results. The
Committee shall review the evaluation reports and determ ne the
pass/fail status for PE sanple results. The general criteria for
acceptance of PE sanple results are as follows:

- Al Chemcal Analyses:

Al nmethod-specific QC data are reported and within
nmet hod- specified criteria.

- Miltianalyte Ogganic Anal yses:

No nore than one target conmpound outside three sigma
confidence Iimts and no nore than two target conpounds
between two and three sigma limts. Fal se negatives and
fal se positives are considered as outside three signa.

- Metal Analysis:

No netal elenments outside three sigma confidence limts
and no nore than two netal elenents between two and
three sigma |imts. Fal se negatives and false positives
are considered as outside three sigma.

- Cl assical Chem cal Analyses:

Al data are within two signa.

(¢) Wthin ten working days after receipt of PE sanple
results, the PE sanple suppliers shall send the Coordinator a
witten evaluation report. At a mninum the report shall
contain the: | aboratory nane; location (city and state); dates
that PE sanples were delivered; |aboratory's PE sanple results;
dates results were received; true values and/or acceptable limts
for each target analyte; narratives for special problens or
issues; followups on failed paranmeter; and recomrendations for
pass/fail. If requested by the Coordinator, the PE sanple
suppliers shall provide the Conmttee with verbal reports on PE
sanple results within five working days after receipt of PE
sanpl e results. In addition to a witten evaluation report, the
PE sanple suppliers shall also send a cover nenorandum in
[ine-item summary format with the: names of PE sanples wthin
acceptable limts; nanmes of target analytes correctly identified,
but quantitated outside acceptable limts; and nunber of false
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positives and/or negatives reported for each PE sanple. The
identities of false positives and/or negatives shall not be
di sclosed in the cover letter or nenorandum

(d) The majority of PE sanples available from the USACE
are in water and/or soil/sedinment matrices. If only water PE
sanples are available for certain analytical paranmeters from the
USACE, a commercial |aboratory that passes the water PE sanples
will be considered for a nmultinmedia validation of these
par aneters. However, if both water and soil/sedinment PE sanples
are available for any paranmeters from USACE, a commercia
| aboratory nust pass both matrices prior to consideration for a
mul timedia validation for these paranmeters. A commercia
| aboratory that passes water PE sanples but fails the
correspondi ng soil/sediment PE sanples for any paranmeters wll be
considered for a validation of these paranmeters in water sanples
only. However, a |aboratory that passes soil/sedinent PE sanples
but fails the corresponding water PE sanples will not be
considered for validation of the failed paraneters in any matrix
type of sanples, including soil/sediment sanples.

(e) For volatile and semvolatile organic anal yses, sone
compounds in the water or soil/sedinent PE sanples may not be the
nmet hod- specific target conpounds. A |l aboratory is required to
use the N ST/EPA/ MSDC or any other USEPA approved nass spectra
library to tentatively identify and quantify up to ten non-target
vol atile organic conpounds and twenty non-target semvolatile
organi ¢ conpounds that exhibit the strongest ion current signals.
These conpounds nust not be system nonitoring conpounds.
Identification of these conpounds, based on spectra

interpretation procedures, is evaluated and integrated into the
eval uation process for volatile and semvolatile organic PE
sanpl e results. For netal analysis, the validation will be

granted for one of the follow ng four categories based on the
nunber of netal elenents in the PE sanples passed:

- Category |I: Ei ght RCRA netal elenents (arsenic, barium
cadmum chromum |ead, nercury, selenium and silver.)

- Category |I1: Fourteen RCRA and Priority Pollutant (PP)
nmetal elements (antinony, arsenic, barium beryllium
cadm um chromum copper, lead, nercury, nickel
selenium silver, thallium and zinc.)

- Category I11: Twenty-three USEPA CLP Target Analyte
List (TAL) netal elenents (alum num antinony, arsenic,
barium beryllium cadmum calcium chromum cobalt,
copper, iron, |ead, nmgnesium nmanganese, nercury,
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ni ckel, potassium selenium silver, sodium thallium
vanadi um and zinc.)

- Category IV: Any other netal element(s) including the
four netal elenents (arsenic, cadmum chromum and
| ead) wusually required for UST renoval projects.

(f% Based on project requirenents on netal analysis, one
of the above four specific categories of netal PE sanples wll be
selected for laboratory validation. A commercial |aboratory may
vol unteer for any one of the four categories of netal PE sanples
as long as nore netal elenents than the project-required are

anal yzed. Normal |y, a commercial |aboratory nust satisfactorily
pass all netal elenments in a specific category prior to
consideration for validation of the specific category of netal

el enents.

(9 If PE sanples for a particular paraneter such as
dioxin, ‘radioactivity, air toxics, etc. are not available from
the USACE, the analysis of PE sanples will be exenpted until the
appropriate PE sanples for these particular paraneters becone
avail abl e. The validation of a commercial |aboratory for
paraneters w thout PE sanples available will be based solely on
the |aboratory's qualification docunments submtted to the
Coordinator for review. The qualification docunments shall

i ncl ude: copies of the laboratory’s LQW |aboratory
certificates or licenses; and the nobst recent two rounds of PE
sanple results from other governnent and/or private agencies. |f
the paraneter is the only project-required chem cal analysis, an
on-site inspection may be waived.

(h) For the analysis of chemcal warfare agents, their
degradation products, and other scheduled conpounds in the
conplex matrices, the primary contracts shall select chenical
surety | aboratories that have already been approved by the U S.
Arny Edgewood Research, Devel opnent and Engi neering Center
(ERDEC) at Aberdeen Proving Gound, Miryland. The USACE w |l not
send PE sanples to or inspect the approved chem cal surety
| aboratori es. The USACE will contact the ERDEC for technical
assi stance and provide a |list of approved chem cal surety
| aboratories if requested.

(i) The acceptance of PE sanple results also depends on
whet her the results are returned in a tinely manner and no
procedural problens are found during a followup |aboratory
I nspection. The Coordinator will send a copy of the cover letter
or menorandum from the PE sanple suppliers evaluation reports to
the laboratory for information and/or necessary action(s) by the
| aboratory. Due to confidentiality requirements, the true val ues
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and/or two sigma confidence |imts for any batch of volatile
organi ¢ PE sanples and soil/sedinent PE sanples shall not be
rel eased to comercial |aboratories until the batch is

di scont i nued. A commercial |aboratory will be allowed to provide
revised data for failed paraneters if problens such as
calculation or transcription errors can be identified. If a

commercial |aboratory is requested by the Coordinator to check
its analytical data, the laboratory shall return revised data
within five working days to the Coordinator

After data revisions, a comercial |aboratory nust
pass, as a mninum nore than 50 percent of all PE sanples,
including project-specific and non-project-specific PE sanples,
within 40 working days from receipt of the first set of PE
sanples, or the validation process wll be term nated. The
Coordinator will notify all affected USACE TM CORs i medi ately
and suggest selection of another |aboratory by the prine
contractor for evaluation. After a commercial |aboratory passes
50 percent of all PE sanples within 40 working days, the
Coordinator wll contact the laboratory to schedule an on-site
i nspection within ten working days. Prior to an on-site
i nspection, the laboratory shall submt to the Coordinator a
concise witten statenent describing the problens, solutions, and
corrective actions taken or to be taken for the analytica
paraneters failed in its first attenpt.

C. Step 3: On-Site Laboratory | nspection

(1) Two Conmttee representatives will normally serve as
the inspectors to inspect a commercial |aboratory after Steps 1
and 2 have been satisfactorily conpleted. The inspectors shal
contact and invite the USACE TM COR(s) who initiated the
eval uation request(s) and the USACE division |aboratory(s) that
serves as the QA l|laboratory(s) for the project(s) to send
representatives to the inspection. The PE sanple suppliers may
al so be requested to send technical experts if assistance is
needed for the inspection. During an on-site |aboratory
i nspection, the inspectors shall verify that:

- the organization and personnel are qualified to perform
assi gned tasks,

adequate facilities and equi prent are avail abl e,

conpl ete docunmentation, including chain-of-custody of
sanples, is being inplenented,

- proper analytical nethodology is being used wthout
devi ati ons,
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- adequate analytical quality control (including reference
sanpl es, control charts, docunented corrective actions,
etc.) is being provided,

- acceptable data handling and docunentation techniques
are being used,

- adequate facilities and operations are installed to
ensure | aboratory health and safety, and

- proper waste disposal procedures are inplenented

(2) The on-site | aboratory inspection helps to ensure that
the laboratory is technically conpetent and that all the
necessary quality control is being applied by the laboratory in
order to deliver a quality product. The on-site inspection also
serves as a nechanism for discussing weaknesses identified
t hrough PE sanple analysis or other review of data deliverables.
Lastly, the on-site inspection allows the inspector to nonitor
whet her the |aboratory has continuously and successfully
i npl emrented the recommended and/or required corrective actions
that were nmade during previous on-site inspections by the USACE
Failure to have inplenented past action itens nmay be grounds for
termnation of the current validation process.

(3) Prior to the inspection, the inspectors shall review
all appropriate project- and | aboratory-specific docunents
i ncl udi ng:

- scope of services, specifications, work plans, and/or
chem cal data acquisition plan, if avail able,

- LQW and qualification docunents,

- prelimnary questionnaire,

- PE sanple results and evaluation reports,

- previous inspection reports, if applicable, and

- previous performance on USACE HTRW projects based on the

chem cal quality assurance reports (CQARS) for projects
that the laboratory has previously worked on.

(4 The on-site inspection generally takes eight hours and
normally consists of three parts: entrance interview, |aboratory
tour, and exit interview The entrance interview will be held
with the upper |aboratory managenent personnel (including
| aboratory director/managers, QA officer, and project personnel)

2-14



EM 200-1-1
1 Jul 94

to discuss the upcom ng USACE projects, the USACE QA program the
USACE review coments on the |aboratory's LQW the PE sanple
results, and the l|aboratory's previous performance on USACE

projects, if applicable. A copy of witten comments on the LQW
shall be presented to the l|aboratory during the entrance
interview. The inspectors will also present an overview of the

| aboratory's performance on PE sanple analysis.

(5) A tour of the comercial |aboratory will follow to
exam ne the l|aboratory facilities, instrumentation, operation
mai nt enance, docunentation, safety, waste conpliance, etc. The
audit tour is generally conducted in a manner that allows the
following of a sanple through the |aboratory, and |ooking at all
operations that a sanple is exposed to during its transfer of
custody, digestion/extraction, and analysis. This includes
sanpl e/ di gest ate/ extract storage, instrunment calibration, SOPS,
docurent ation, data review and reporting, etc. During the tour
the inspectors shall also examne the raw data of the PE sanples
and talk with the analysts who perfornmed the anal yses of any
failed PE sanples to determ ne the cause of failure and to decide
if additional PE sanples are needed for the failed paraneters.
The inspectors should adhere to the inspection guidelines and
criteria in Appendix H and use the appropriate |aboratory
i nspection checklists in Appendices | or J.

(6) At the conclusion of the |aboratory tour, the
i nspectors shall request a 30-mnute close door session to
organi ze, review, and docunent the findings. After the close
door session, an open exit interview will be held wth |aboratory
personnel in which a summary of any deficiencies and
recomrendations is discussed. The format in Figure 2-2 can be
used to docunent the neeting sunmary on defi ciencies,
recomendations, and/or any other findings, if applicable. The
aut hori zed representative of the |aboratory shall be asked to
sign the neeting summary to attest that the |aboratory
representative has reviewed the neeting summary with the
i nspectors. The | aboratory has ten working days to submt
witten responses with supporting docunentation to the
deficiencies and/or recommendations to prevent possible
val idation term nation. The responses shall address the
corrective actions that have been taken or wll be taken wth
proposed inplenentation and conpletion schedules. Al
deficiencies shall be corrected by the |aboratory prior to
perform ng USACE HTRW proj ect work. Recommendat i ons based on
good | aboratory practice for operations and managenent are for
the | aboratory's consideration

2-4. Approval Procedures. Normal ly, wthin five working days
after the inspection, the inspectors shall organize, docunent,
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U S. ARMY CORPS OF ENG NEERS
ON-SI TE LABORATORY | NSPECTI ON SUMVARY

LAB NAME/ LOCATI ON:

DATE/ Tl ME:

PURPCSE: This format docunents any deficiencies and
recomendati ons noted during the on-site l|aboratory inspection.
The | aboratory has ten working days to submt witten responses
w th supporting docunentation, including an inplenentation
schedul e for any corrective actions, to the deficiencies and
recommendati ons to prevent possible validation termnation.

MEETI NG ATTENDEES:

NAVE ORGANI ZATI OV TI TLE PHONE

(Page 1 of 3)
Figure 2-2 On-Site Laboratory Inspection Sunmary
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ON-SI TE | NSPECTI ON' SUMVARY:
DEFI Cl ENCI ES :

(Page 2 of 3)
Figure 2-2 On-Site Laboratory Inspection Summary (continued)
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ON-SI TE | NSPECTI ON SUMVARY:

RECOMVENDATI ONS:

OTHER FI NDI NGS:

ACKNOW EDGVENT:

LABORATORY:

USACE | NSPECTI ON TEAM

(Page 3 of 3)

Figure 2-2 On-Site Laboratory Inspection Summary (continued)
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and verbally present the findings and the recomended validation
status for the |aboratory to the Commttee for approval and/or
concurrence. In the event that supportive docunents from a

| aboratory are needed before a final decision by the Commttee,
the inspectors shall present a second presentation within five
wor ki ng days after receipt of the requested materials from the

| aboratory. A mnimm of three nenbers of the Commttee nust be
present in the review neeting to determne the validation status
of a commrercial |aboratory. The decisions of the Conmttee can
be documented in the format shown in Figure 2-3. Normal ly, a
paranmeter- and matrix-specific full validation for 18 nonths wl|
be granted to a commercial |aboratory after the |aboratory has
satisfactorily net all USACE HTRW | aboratory validation criteria
The 18 nonths start fromthe date that the Commttee first met
after the inspection and agreed upon the |aboratory’ s validation
st at us. The guidelines for determnation of validation status
for a comercial |aboratory are as foll ows:

a. For a commrercial |aboratory that passes all PE sanples
and has no deficiencies noted during the on-site inspection, a
full validation status of 18 nonths will be granted for al
anal ytical paraneters that the |aboratory has passed the
associ ated PE sanpl es.

b. For a commrercial |aboratory that passes all PE sanples
but has deficiencies noted during the on-site inspection, a ful

validation status of 18 nonths will be granted for all analytica
paraneters that the |aboratory has passed the associated PE
sanpl es. However, validation will only be granted after the

Commttee reviews and accepts the witten responses from the
| aboratory and the |aboratory conpletes the inplenentation of
corrective actions for the deficiencies.

C. For a commercial |aboratory that does not pass all PE
sanpl es but has no other deficiencies noted during the on-site
inspection, a full validation status of 18 nonths will be granted
for all analytical paraneters that the |aboratory has passed the
associ ated PE sanpl es. Val idation may al so be granted for
anal ytical paraneters if it is determined during the on-site
i nspection that the failure was due to mnor errors, such as
errors in data calculation, transcription, etc. For any failed
paranmeters caused by nmajor errors (such as errors in analytica
procedure, spectra interpretation, etc.) or unknown/unsure
reasons, the |aboratory nmust pass additional PE sanples prior to
consideration for validation of the additional paraneters. In
this case, one set of additional PE sanples will be sent to the
commercial laboratory that failed the first set of PE sanples.
Results of the additional set of PE sanple analyses shall be
returned to the PE sanple suppliers and the Coordinator within
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U S. ARMY CORPS OF ENG NEERS

LABORATORY EVALUATI ON COW TTEE
VALI DATI ON REVI EW MEETI NG SUMVARY

LAB  NAME/ LOCATI ON:

REVI EW MEETI NG DATE TI ME:

PURPCSE: This format docunents the final commttee decisions on
the validation status of a contract |aboratory inspected by the
staffs of the Arny Corps of Engineers.

VEETI NG ATTENDEES:

ORGANI ZATI ON/ TI TLE

£
m

© ®© N oo ok w e

H
©

[EEN
[EN

12.

| NSPECTOR S RECOVMENDATI ONS TO COVM TTEE:

(Page 1 of 2)
Figure 2-3 Validation Review Meeting Summary
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VALI DATI ON REVI EW MEETI NG SUMVARY:
MAJOR FACTORS SUPPORTI NG COWM TTEE DECI Sl ONS:

FI NAL COW TTEE DEC S| ONS:

SI GNATURES OF COVM TTEE MEMBERS:

1. 2
3. 4
5. 6
7. 8.
9. 10.
11. 12,

(Page 2 of 2)
Figure 2-3 Validation Review Meeting Sumrmary (conti nued)
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five or ten working days, depending on the number of additiona
PE sanpl es required. The Conmmittee will make the final decision
on the pass/fail status of PE sanple analysis or any additiona
wor k needed to pass PE sanpl es. If a coomercial |aboratory fails
to pass the additional set of PE sanples, no validation status
will be granted for the additional paraneters.

d. For a commercial |aboratory that does not pass all PE
sanples and also has other deficiencies noted during the on-site
inspection, simlar procedures and criteria as described in
paragraph 2-4.c. wll be used to deternine the laboratory’'s
val i dation status. However, validation will only be granted
after the Commttee reviews and accepts the witten responses
fromthe |aboratory and the |aboratory conpletes the
i npl enentation of corrective actions for the deficiencies.

e. For a commercial |aboratory that has deficiencies noted
during the on-site inspection, but failed to subnit acceptable
responses or to satisfactorily conplete corrective actions within
the required tinme frame, no validation status will be granted. A
comercial |aboratory that is considered to have failed on
attenpted validation shall wait for six nonths prior to repeating
the validation process, and then the process is only initiated by
a witten request froma USACE TM COR. If a commerci al
| aboratory fails the laboratory validation process during any of
the three mmjor steps nentioned previously, another conmercial
| aboratory or a prevalidated comercial |aboratory nust be
selected by the prime contractor for evaluation. | f anot her
non-val idated |aboratory is selected, the prine contractor wll
be responsible for the expense of this additional |aboratory
val i dati on

f. A comercial |aboratory, that is exenpted from PE
sanpl e analysis due to lack of suitable PE sanples from USACE
will be granted a six nonth conditional validation. The
performance of a commrercial |aboratory granted a conditiona
val idation status will be closely nonitored by the USACE TM CORs,
the USACE division |aboratories that serve as the governnent QA
| aboratories, and the Commttee during the conditional period.
Prior to the end of the conditional validation, the Commttee
wll review the case and determne the appropriate actions
required for a full validation for an additional 12 nonths.
Normally, if no performance problens are noted during the
probation period, a full validation will be granted. The
Coordi nator shall keep all affected USACE TM CORs infornmed of any
changes of validation status of commrercial |aboratories.

. For a commercial |aboratory inspected by a
“non-comm ttee representative” inspector for UST renova
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projects, the same guidelines addressed above apply. The

i nspector(s) shall send a witten inspection report and all
appropriate docunents to the Commttee for technical review and
approval . The Committee will make the final decision on a

| aboratory validation status based on all infornmation avail able
including the inspectors’ witten inspection reports.

h. For a nobile | aboratory, the above nentioned guidelines
in paragraphs 2-4.a. through 2-4.f. apply. However, the
val idation status of a nobile |laboratory will be term nated when
the laboratory is denobilized.

2-5. | nspecti on/ Eval uati on Report.

a. If no deficiencies were noted, a |aboratory inspection
and eval uation report shall be prepared by the inspectors and
submtted to the HTRW MCX nanagenent for approval within ten
wor ki ng days after the inspection date. If deficiencies were
noted and the |aboratory provided satisfactory responses, the
report shall be submtted within five working days after receipt
of the satisfactory responses.

b. The inspection and evaluation report shall contain, but
not be limted to, the information listed in Table 2-1. Upon
approval by the HTRW MCX managenent, a cover letter and the
i nspection report including review comments on LQW PE sanple
eval uation reports, and |aboratory’s witten responses to
deficiencies shall be immediately sent to the USACE TM CORs and
the commercial |aboratory. The cover letter shall specify the
met hods, matrices, time period, and limtations for which the
validation is granted, and the corrective actions that have to be
taken by the l|aboratory if applicable. A conmmercial |aboratory
must rectify all deficiencies prior to the initiation of field
studi es and sanpl e anal yses. During the 18-nonth period, the
Commttee reserves the right to send additional PE sanples or to
conduct additional inspections as necessary. The | aboratory
val i dati on does not guarantee the award of any contracts from a
USACE TM COR or a prinme contractor. For UST renoval projects,
al t hough the inspections may not be conducted by the Conmttee
representatives, all reports generated by the inspectors shall
follow the format given in this nmanual. Al cover letters shall
originate fromthe HTRW MCX.
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1.

Table 2-1. Sample Format for |nspection Report

Gener al

a. Date of Inspection.

b. Nanme, office synbol, and phone nunber of inspector

c. Contract(s) for which the |aboratory wll be used.

d. Description of contract.

e. Ceneral information of the |aboratory (Business nane,

street address, phone, how long in business, nunber
enpl oyed, type of services offered, and other
pertinent information.)

Summary of Inspection Results

a.
b.

C.

Overall comments on the |aboratory’ s technica
capabilities in neeting the project requirenents.
The validation status and expiration date of the
| aboratory.

Maj or deficiencies or concerns to be corrected or
be aware of for USACE HTRW projects.

I ntervi ews

a.

Ent r ance

Introduction to the USACE QA program

- Overview of USACE HTRW | aboratory validation
procedur es.

- Discussion of the upcom ng USACE project(s).

- Presentation and discussion of the USACE comments
on the laboratory’s LQW

- Overview and di scussion of PE sanple results.

- Discussion of the laboratory’'s past performance on

USACE HTRW projects, if applicable.

Exit
- Discussion of deficiencies to be corrected.

- Recommendati ons based on good |aboratory practice.
- Action itens for the laboratory's response.
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Tabl e 2-1. Sanple Format for Inspection Report (continued)

4. CGeneral On-Site QA Eval uation

a.

-0 «a —

Adequacy of organizational structure to maintain its
stated capabilities in operation and managenent.
Adequacy and naintenance of facilities and equi pnent.
Quality, age, availability, scheduled maintenance,
and performance of instrunentation.
Staff qualifications, experience, and training
progr ans.
é\(/)gi lability, appropriateness, and utilization of

S .
Reagents, standards, and sanple storage facility.
Bench sheets and anal ytical |ogbooks naintenance
and review
Dat a package and data managenent.
Avai l ability and use of control charts.
Wast e di sposal conpliance.

5. Concl usi ons

Po0T @

—h

Deficiencies that mnmust be corrected by the |aboratory
prior to approval for validation.

Recommendations for |aboratory's consideration.

O her findings of interesting or inportant nature.
Concerns from the |aboratory on USACE HTRW proj ects.
Laboratory's responses to deficiencies and
recomrendations, if avail able.

Action itens for the |aboratory’ s response.
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